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Roseanne Freese To: fdadockets@oc.fda.gov
) cc: dwiggin@cfsan.fda.gov, Susan Reid/ITP/Fas@Fas, Deborah
07/25/2003 03:51 PM Thompson/ITP/Fas@Fas

Subject: Affidavit Regarding WTO/SPS/USA/703 and 704 (Bioterrorism)

Dear Sir/Madame:

} am writing to swear and attest that a set of comments on WTO/SPS/USA/703 and 704 (Docket
#2002N-0277 and #2002N-0275) consisting of an 11-page fax sent by the Government of Japan to the
USDA Foreign Agricultural Service Food Safety and Technical Services Division were received on
Monday, July 7. 2003, the last day allowed for public comment on the two notifications. However, due to
severe staff shortage and my own travel and unexpected illness, | was not able to relay these comments
from the U.S. Enquiry Point to the Food and Drug Administration. | will fax this affidavit and the
11-page set of comments received from the Government of Jpaapn over to your agency via fax number
301-827-6870. If you have any qu jons, please contact mgt the number below.

Roseanne Freese

United States Sanitary Phytosghitary Enquiry Point Officer
Food Safety and Technical Services

International Trade Policy Division

USDA Foreign Agricultural Service

202 690 1642

Roseanne.Freese@usda.gov

Cover + [|
Hs/ HJ,.,M

AN "C/Q»7‘5/ C /7/5/



L(Uh,\ _——
TO : USDA/FAS/FSTSD
Stop 1027, Room 5545 South Agricultural Building
(PHONE (202) 720 - 2239 FAX (202) 690 - 0677)

Director, Asia and Americans Division
Foreign Agricultural Service, USDA
(PHONE (202) 720- 1289 FAX (202) 690 - 1493)

CC : Mr. Brian Grunenfelder ‘
i
|

FROM : Tadashi SATO, Agricultural Attache
Embassy of Japan
(PHONE (202) 238 - 6721 FAX (202) 265 - 9473)
tadsato @ embjapan.org
\

DATE : July 7, 2003

NUMBER OF PAGES INCLUDING THIS COVER SHEET : 11

Dear Sir / Madame :

Please find attached the comments of Japanese Government on the |United States’
proposed regulations "Administrative Detention of Food for Hu or Animal
Consumption” (G/SPS/N/USA/704) and "Establishment and Maintenan¢e of Records”
(G/SPS/N/USA/703) under the Public Health Security and Bioterroristn Preparedness
and Response Act of 2002. We will send the same paper to FDA and U1TR, as well.

Along with our previously submitted comments on the proposed regulations "Registration
of Food Facilities" and "Prior Notice of Imported Food," we would
consideration and response to these questions and cormments.

ppreciate your

If you have any questions about the comments, please let me know.

With best regards,

Faxt 301-434~26(F
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Questions and Comments by the Government of Japan on
States’ Proposed Regulation “Administrative Detention of F
Human or Animal Consumption (Article 303)” Under the
Health Security and Bioterrorism Preparedness and Respo
2002 (DOCKET No. 02N-0275)

States’ Federal Register May 9, 2003 and notified to the WT'O Membe:
14, 2008 (G/SPS/N/USA/704). The followings are our questions and co

1. Questions

death to humans or animals,” as unclear. Please provide us with sever
constituting “credible evidence or information.”

(2) Specifically, for what purpose and how is an ingpection carried out?
would naturally take several days for the inspection on certain items to yield
results, would the freight have to be kept detained until the results of the
inspection is obtained?
(3) Under the proposed regulation, would the FDA send the Detention Order
directly to the owner, operator, or agent in charge of the place where the article of

food is located even in cases where the owner, operator, or agent does not reside in
the U.S.?

2. Commeonts - -
(1) We request that the FDA ensure the proposed regulation to be consistent with
the WTO agreement and not to create an undue burden on trade,
(2) The WTO Member countries have to apply measures only to the extent -
necessary to protect human, animal or plant lifs or health, baged on cient and
gcieptific grounds under the Agreeinent on the Applic.ation of Sanitary and
Phytosanitary Measures (SPS Agreement). In light of the obligation, please clarify
the ecientific grounds the FDA takes into account in introducing this p oposed
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regulation, and whether the FDA applies the proposed regulation cnly fto the
extent necessary to accomplish ita ohjectives.
(3) We request that for those exporters who need to ask about 'Admim;{:rnbive

Detention of Food for Human or Animal Consumption” under this proppsed
regulation, the FDA establish consultation service staffed with Japane
at the U.S. embassy and consulates in Japan.

(4) The FDA should ensure transparent implementation of this section|in order to
prevent this section from becoming unnecessary trade bamer or restri¢tions on
the activities of private businesses.
(6) In addition to (4) above, when the FDA orders the detentmn of the products at
the port for unleading, the FDA should publish the fact of detention through the
Import Refusal Report.

(6) When the FDA gets any information relating to the detention, it sh

e speakers

should be proﬁded when the detention is found unjust.
(8) In a case where a foreign manufacturer makes proper registration

or via an importer/exporter other than the importer/exporter which made the .
incomplete registration,
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July 7, 2003

Questions and Comments by the Government of J apaq on United
States’ Proposed Regulation “Establishment and Mainte of

Records (Article 306)” Under the Public Health Security and
Bioterrorism Preparednese and Response Arct of 2002 (DOCKET No.
02N-027T)

The Government of Japan appreciates the opportunity to provide comrents on
the United Statee’ proposed regulation of “Establishment and Mainten{anca of
Records” under the Public Health Security and Bioterrorism Preparedpess and

. Response Act of 2002, published in the United States’ Federal Register May 9,
2003 and notified to the WTO Membors on May 15, 2003 (G/SPS/N/USA/703). The
followings are our questions and comments.

1. Questions _
(1) Please clarify the definition and content of “packing.”

Before going through the customs clearance, parked freights will be further
fortified, for instance, by hard cartons or wooden frames, in order to sllengthen
registancs to frictions and strikes during exporting process. In thia cask. are hard
cartons and wooden frames that never contact food, as they merely for#ify the .
“packed” freights, also included in “packing?”’

{2) Pleaze clarify the definition and content of “holding.”

In Japan, in order to go through the customs clearance for the exports to the
U.8,, freights must be transferred into bonded warehouses or bonded aresa and be
left there until acquiring the permission of export. Is the restoration only for
receiving the permission of export also included in “holding?”

(3) 21CFR118 requires automatic detention of canned foods when deviation of
thermal processing or sealing is detected, because the deviation could be life-
threatening. Will the Bioterrorism Act alsc order the automatic detentjon or
inspection of records, when deviation in such critical control points is detected?
(4) Would the FDA directly request for records or directly inspect the ras of
firms that are located outside the U.S.? If not, how would the FDA go gbout
obtaining such records or making such inspections? .
(5) Will the FDA accept information by facsimile or e-mail written i in J panase’
(6) Some producta sre forwarded from the original factory to the last shipment via
several distribution bases. Do all of these records have to be maintained? (In
relation to Section 305, ia registration required for these relay facilities?)




UI/AD/ZUU./S kK1
(IR s

15
LYVI T

;04
[y

FAX

FRN

lglouos

[T RV VA VI vty e

(7) Will the records be published? 0
(8) When the FDA requests the aceess to the records, how will the tim d:ﬂ‘erence
between foreign countries and the U.S. be dealt with when considering the time
frame required by the regulation? :
(9) This Article 308 stipulates that a foreign facility which holds food tp be
consumed in the U.S, must establish and maintain records at the pla % of the
facility. In this case, we presume that such a foreign facility is equal to the one
which is required to be registered in Article 305, according to the explanation by
FDA in relation to this regulation draft, “Proposed Rules” page 25191.
In Japan, however, a warehouse company is in a position only to hald goods
depogited by the owner of the goods, and it is not neceassarily in a positjon to
obtain information of the goods with regard to exports, such as whether they are

destined to the U.S. or not. Therefore, we are of the view that an ownef of goodas,
an exporter in Japan or an importer in the U.S. should be defined as “register
facilities” under Artidle 305.

Further, it is also our view that, as in the case of Article 305, an o of goods,
an exporier in Japan or an importer in the U.S. not a warehouse company, which
hold information about export of foods, should be reqnired to establish and
maintain records at the place of a foreign facxhty Please clarify if this
understanding is correct or not,

(10) According to Sec. 1. 363, failure to establish and maintain records|will be -
“prohibited acts.” Will thers be any criminal charges filed in administrative
sanctions imposed against those who committed “prohibited acts® even if they do
not reside in the U.S,? '

2. Comments

(1) We request that the FDA ensure the proposed regulation to be consistent with

the WTO agreement and not to create an undue burden on trade.
(2) The WT'O Member countries hava to apply mesasures oply to the
necessary to protect human, animal ar plant life or health, based on
scientific grounds under the Agreement on the Application of Sanitar
Phytosanitary Measures (SPS Agreement). In light of the obligation,
the scientific grounds the FDA takes into account in introducing this
regulation, and whether the FDA applies the proposed regulation onl
extent necessary to accomplish its ohjectives.

(8) We request that for those who need to ask about “Establishment
Maintenance of Records” under this proposed regulation, the FDA es
consultation service staffed with Japanese speakers at the U.S. emb
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consulates in Japan.
(4) The FDA should only require minirnum information necessary to bg kept as
record, 5o a8 not to create an undue burden on private businesses.

(5) The FDA should give appropriate guidance to private businesses in
establishing and maintaining the records smoothly, for example, by sh?wing a
model of how records should be kept.
(6) The scope of the contents of the record required by the Bioterrorism| Act should
be within those required by current 21 CFR113, 21CFR114, and 2ICFE 123 for the
seafood HACCP regulations.

{7) In requiring a record of raw material of a product, the FDA should lFm.it its
requirement to that of major ingredients of the product.

(8) With regard to the requirements for the creation and the maintenance of
records needed to determine the immediate previous sources and the immediate
subsequent recipients of food (i.e., one up, one down) for “persons othey than
transporters,” the FDA should not require any further information not{directly
linked to the objectives of the regulation, such as business situation or|conditions
of the “source” and “recipients.”
(9) The FDA should not require manufacturing and processing records [of fresh
agricultural products that are sold as such on the market.
(10) Under the article, it is required to maintain the records cuntamujms

ingredients used in a food product. Though the quantitative formula ial excluded, )
wa suppode it will result in a part of trade secrets being recorded in te ofe.g.
the combination of spices. Therefore, we regard it sufficient to maintaih the
records on Nutrition Facts, (Supplement Facts, or its eqmvalenta indicated on
final products).
(11) In other regulations concerning public health security and bioterrgrism sach
as Article 307, foreign facilities will not be suhject to criminal charges in
administrative sanctions. It would therefore be appropriate in this reghilation
(Article 306) to take the same approach not to impose any criminal dﬂ;]gea in

- administrative meagures to foreign facilities.
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1. #M
(1) detentionZ 4T 5 J#k, “cred’ible evidence or information indicpting..... _
humans or animals” DRENFTBARE TR 2V EBELbBbNhD, Al ﬁﬂﬂﬁ - 4
MIEZBRBERTTIBNAASH 3 2BDHI3BESORMGE LTRAANIKBESI NS TRIT Y
DX S EHEED, .
(2) R YO X530 TEOLI RRENESNS00. REJBIZ X > Tidis

AVEHLDIZHEBZETILOLHILHFALN DM, FOMBFRIERENLSD

. :

(3) MRBPDOT T, FDAR., EROFAEMOFEE, HENTRIPER KBS
CEET B8, BHBIASLSEFAE, REXIRERE FEHFENT 5
ZEFRBEEINRTWVIDOMN, | ' |

2. BR

(1) SEDOBITRAURLERE LOTLEL2FBE 262WVWES. WTORE : 0¥
TR E L, '

(2) sPsiBEL. £ESBATIHBER+ILNE HIRELIC S S LR BEICE
WTOLBERShABBREAHILEATWIE IS, FHRTRMEBATHCRL
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(5) (4) KMAT, BEHTHTREBLZILES, RELLARINTLIRARF

IH1E# (Import refusal report) THART DI L.

(6) FDAIZ, RECHETI>HREALPS, HHITBRE - B~OWBREETS

EIITOND LI THETDIZ &,

il XY BEIMMTOhSBE, BERENE L HSVRMOBHA

P 8
(7) EBRADEFRBELTHRRFELIELTL, ZHAFEKR - ﬁ&%"éhf:gﬁ\ 53 7e M

HEEBCTIT

(8)ﬂﬁ%%ﬁiﬁmxﬁ%%ﬁﬁfwaK%mmb&f,meﬁ;m&&%w*

SHE~DBAIZAN LT, HEESOEBERVNISHETEZ L,

10098



Urs4dars Zuu

2003 T21Y

3 FKL LD:Ub HAA
M EMBASYY UF JAFAN VAR v

¥kl 5%7A78H

KEIZFIT B A T oxfio bR BEESRHDMILITIE S B KEBHFD
= 7 v F B VR - RO fER R #eRF—  (DOCKET No. 02N-0277)

REO TAROBRLZLRME U /A FT7 o0 ~OPFERUANEE (200 2F 6 AR

M) ) iTESL, F2BITRBRO—oTH DS TREOEREUMR) 1I2BL. BXE
Firx, 58 9 B TXKEFHRICRBEh., 5A15ATWTO - SP Sil# (G/SPS/N
/USA/T03) ShItBMBEITRRIEITH L, = A F 2T 5ESARE LT & ICEH
T5. BTz, REEENORMERa A FThHB,

1. ®mM .

(1) packing) DER. NELTHEBIZ LTWEEV,
-RBHERHLIS L3846, BREQAShTWARERDICHLT, abic
BHICHABSEE LR TBE(N—FI2— L IcED D, kBELTIRY)
ETo TroMBERTFRE 2T Licn3, 25 LcEBEARicMhs
& DRV AREE bpackingit S Eh 5 DA, -

(2) Tholding) MiEsR. ABREFHARMICL TV,

- kBB HBETRE 21T 5 2 DICiL, RBMEES (bonded yarehouse or
bonded erea) ~18% (&%) EHRAL. WMHFAIASHS = CEBE Liithili
bBlav, ZOBPFERE[FLOLHIEITICHIEE bholdingiTEF TN 2D,

(3) 2ICFR Part 1131288 2 78t THX, MR E-C@E OB (Deviation of

thermal processing and Sealing) HAr&h7={&NE, £RCEXENEZE- T
RENDHD EVIHB TEWFILELS (automatic detention) % FIT 3B, ZD
Bioterrorism ActTH T 5 LAEEEH R (Criticsl control point) DBELNE.

REDIER B S F S ORI SN DD,
(4)FDAR,XE%K%ET&&%KOWTbﬁ&ﬁﬁ%ﬁ*bti.Eﬁoﬁi
RLED, B

EITo7120 92305, £5 TRWESKIX. YOL5iCL TRk
ROBVELIT-EVT D50 05, ' ‘
(5) WHERIE, BABOFAX - 2—AR Y THLXERVA,
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FRAEIESOWTOBRRLTRTREBLTELL I LEUSRERDOD, THIOZ LTI
0 54ICLEBEIT BN, ZnbPHIHERLIENRERISLELZON,

(8) RBOBTARDLALE S, BEOPNREXKERR TERINDGT

e RAAEBEMAFERLSCHETAIORRATRTRZV D,

KENC BT HMRICHT AR ERET S THEER) BHTohTVWEHE, o

(9)*ﬁmﬁwT\%EmﬁwTEﬁwﬁﬁ&UﬁﬁﬁiﬁﬁﬁBn;ﬁﬁkLT\

(1 0) See. L. 363iZ X hil, Eﬁwmmkvﬁﬁo$ﬁﬁmfﬁméﬁtﬁ%1t&'

3.

Bao THEERE] RSEORRERICMTS2FDAORAIL LN, 3 0 5%ICH
WTERTAZ LERDEATVARRTZET LD ELBDNAS ("Proposed Rules”
Page 25191).

ZTHLELERABEOBS. FERTIFNETORTIERT THRBHBELHREL TV
TERNZ LML, RELAKYOLRITHANREI Y 50 E voltbicBd 3
BHELTLLERBTEY, 305RZBTARBVOBFBEETIWETREA
RETHHLEEATWSD, '

FHRICE IR HEEBOEREVHEORBIZOVVT L., YERHORIIZE
Tamﬁﬁﬁzxmﬁmli%ﬁﬁorwaa*5?&6,305iaﬁ§nﬁ$
XIIRMHARENB I RITHEILBXINY I, ‘

BLENRTNS, =0 EIESRETS) KHENT5EEnBe. SEBEFRK
BRIZFTELRZWESTLRE L., HA3VWIHTR EONROXNSR L HDON),
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THELERSORE. RUKBITRANSDORRO L HIZ LBERIROLOTH
BEMENIZOVTHRBEBVVZLY, '
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